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DETAILED ACTION 

The amendment and response filed on 10-30-2003 are acknowledged. Claims 5 and 27 
have been amended. Claims 8-21 and 23-25 have been canceled. Claims 3-5, 27-29 and 31 are 
pending and currently under examination. 

Information Disclosure Statement 
The information disclosure statement filed on 1 1-10-2003 is acknowledged. An initialed 
copy is attached hereto. 

Objections Withdrawn 

The objection to the specification for the improper use of trademarks is withdrawn in light of the 
amendment thereto. 

Claim Objections Withdrawn 
The objection to claim 27 for reciting material drawn to non-elected inventions is withdrawn in 
light of the amendment thereto. 

Claim Objections Withdrawn 
The new matter rejection of claims 3-5, 27-29 and 31 under 35 U.S.C. 1 12, first 
paragraph, is withdrawn in light of the amendment thereto. 

The rejection of claims 3-5, 27-29 and 31 under 35 U.S.C. 1 12, first paragraph, because 
the specification, while being enabling for immunogenic compositions comprising inactivated 
whole cell L. intracellularis (ATCC No. 55370) and whole cell lysates thereof, that induce the 
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production of protective antibodies that react with/,, intracellularis (ATCC No. 55370) antigen 
with a molecular weight of 21 kDa, 41 kDa, 43 kDa, 44 kDa, 60 kDa, 71 kDa or 115 kDa, does not 
reasonably provide enablement for any compositions comprising any L. intracellularis antigens 
other than inactivated L. intracellularis (ATCC No. 55370) and whole cell lysates thereof is 
withdrawn in light of the amendment thereto. 

The rejection of claim 27 under 35 U.S.C. 1 12, second paragraph, as being rendered 
vague and indefinite by the use of the term "protective antibodies" is withdrawn in light of the 
amendment thereto. 

The rejection of claim 27 under 35 U.S.C. 1 12, second paragraph, as being rendered 
vague and indefinite by the use of the phrase "Z. intracellularis has all the immunogenic 
characteristics of ATCC deposit No. 55370" is withdrawn in light of the amendment thereto. 

The rejection of claims 3-5, 27-29 and 31 under 35 U.S.C. 102(b) as being anticipated by 
Knittel et al. (WO 96/369629 - IDS-14) is withdrawn in light of the amendment thereto. 

Claim Rejections Maintained 
35 USC §103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set forth in 
section 102 of this title, if the differences between the subject matter sought to be patented and the prior art are 
such that the subject matter as a whole would have been obvious at the time the invention was made to a person 
having ordinary skill in the art to which said subject matter pertains. Patentability shall not be negatived by the 
manner in which the invention was made. 
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The rejection of claims 3-5 and 27-29 and 31 under 35 U.S.C. 103(a) as being unpatentable 
over Knittel et al. (WO 96/369629 - DDS-14) in view of Joens et al (U.S. Patent 5,610,059 - IDS- 
4) is maintained for reasons of record. 
Applicant argues: 

1. There is no expectation of success in producing a successful immunogenic with ATTC 

deposit No. 55370 as the art is inherently unpredictable. 

Applicant's arguments have been fully considered and deemed unpersuasive. 

The rejected claims are drawn to a an immunogenic composition comprising inactivated L. 
intracellularis strain deposited as ATCC deposit No. 55370 and optionally an adjuvant or an 
inactivating agent as well as a method of using said immunogenic composition to protect a mammal 
from the disease caused by L. intracellularis. Moreover, the L. intracellularis can be in the form of a 
whole cell or a whole cell lysate. It should be noted that the elected invention is limited to whole cell 
culture vaccines (immunogenic compositions). The ability to induce protective antibodies is an inherent 
property of the microorganism (vaccine composition) since cell preparations would comprise all the 
antigens of the L. intracellularis. 

Knittel et al. disclose vaccine compositions comprising inactivated whole cell L. 
intracellularis or lysates thereof and an adjuvant (see page 17-18 and Example 6) and the use of 
said vaccines in swine. Knittel further disclose that said bacteria can be inactivated by the 
addition of formalin (see page 17 5 lines 30-33) and that the adjuvant used could be aluminum 
hydroxide (see page 18, lines 1-4). Knittel et al. differ from the instant invention in that they 
don't explicitly disclose the use the organism with the ATCC deposit No. 55370. Joens et al. 
disclose methods of propagating L. intracellularis in Henle 407 cells. The isolated L. 
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intracellularis is further disclosed to be inoculated into porcines in order to check its 
pathogenicity (see examples 1 and 2). Moreover, the isolated L. intracellularis disclosed by 
Joens et al. was deposited with ATCC with the deposit number 55370 (see column 8, lines 14-21 
and claim 1). Additionally, Joens et al. disclose that said the L. intracellularis culture could be 
used to develop a "bacterin 1 ' using techniques known in the art such as heat treatment or 
chemical inactivation (see column 4, lines 6-16) said bacterin could be administered to porcines 
to "permit the pigs to mount an effective immune response against the agent (PPE)". Therefore it 
would have been obvious to one of skill in the art to use the antigen disclosed by Joens et al. 
(ATCC deposit No. 55730) in the vaccine compositions of Knittel et al. Moreover, it would have 
been equally obvious to use the resulting vaccine compositions to protect swine from diseases 
caused by L. intracellularis infection. Contrary to Applicant's assertion, the disclosure by Joens et 
al. that said bacterin (immunogen) could be administered to pigs to "permit the pigs to mount an effective 
immune response against the agent (PPE) would provide one of skill in the art not only of a reasonable 
expectation of success but a motivation to use the disclosed antigen (ATCC No. 55730) as a vaccine. 
Therefore, for the reasons set forth above, the combination of the disclosures by Knittel et al. and Joens et 
al. renders all the rejected claims obvious. 

New Grounds of Rejection 
Claim Rejections - 35 USC § 112 
The following is a quotation of the second paragraph of 35 U.S.C. 1 12: 

The specification shall conclude with one or more claims particularly pointing out and distinctly claiming the 
subject matter which the applicant regards as his invention. 
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Claim 28 recites the limitation "Z. intracellularis antigen" in line 3. There is insufficient 
antecedent basis for this limitation in the claim. 

Claim 29 recites the limitation "L. intracellularis antigen" in line 3. There is insufficient 
antecedent basis for this limitation in the claim. 



Conclusion 

No claim is allowed. 

Applicant's amendment necessitated the new ground(s) of rejection presented in this 
Office action. Accordingly, THIS ACTION IS MADE FINAL. See MPEP § 706.07(a). 
Applicant is reminded of the extension of time policy as set forth in 37 CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within TWO 
MONTHS of the mailing date of this final action and the advisory action is not mailed until after 
the end of the THREE-MONTH shortened statutory period, then the shortened statutory period 
will expire on the date the advisory action is mailed, and any extension fee pursuant to 37 
CFR 1.136(a) will be calculated from the mailing date of the advisory action. In no event, 
however, will the statutory period for reply expire later than SIX MONTHS from the date of this 
final action. 
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Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Robert A. Zeman whose telephone number is (571) 272-0866. 
The examiner can normally be reached on Monday- Thursday, 7am -5:30 p.m.. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Lynette Smith can be reached on (571) 272-0864. The fax phone number for the 
organization where this application or proceeding is assigned is 703-872-9306. 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). 




Robert A. Zeman 
February 11,2004 



